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In response to Senate Bill No. 689 of the 2004 Regular Session and House Bill No. 369 of the 2005 Regular
Session, the Louisiana Department of Health and Hospitals (DHH) submits the enclosed report. These bills
require DHH to provide an annual written report to the governor and to the legislature regarding the cost of
administering the preferred drug list, including the cost of administering the prior authorization function, the
costs of development and maintenance of the preferred drug list and aggregate funds returned to the federal
government related to pharmaceutical rebates, and an analysis of the utilization trends for medical services
provided by the state and any correlation to the preferred drug list. R.S. 24:772 also requires that the report
be submutted to the President of the Senate and the Speaker of the House.

The bureau of health services financing (Medicaid) within DHH is available to discuss the enclosed report

and recommendations with you at your convenience. Please contact M.J. Terrebogfhe, pharmacy director, at
(225) 342-9768 with any questions or comments you may have.
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Act 395 of the 2001 Regular Session of the Louisiana Legislature amended R.S.46:153.3 (B)(2)(a) and
authorized the Department of Health and Hospitals (DHH) to establish a drug formulary utilizing a
prior approval process or any other process or combination of processes that prove to be cost-effective
in the medical assistance program. The Act also created a Pharmaceutical and Therapeutics
Committee consisting of 21 members appointed by the Governor. The list of members can be found
at www.]cgis.smtc.la.us/lmards/lm:trdscnrcl1.:13[; :

"The Committee began meeting in August 2001, On June 10, 2002, the Department implemented a
preferred drug list (PDL) with a prior authorization (PA) process and a Supplemental Drug Rebate
program through a phased-in approach. The PDI./PA process and accompanying supplemental rebate
features were implemented meeting all applicable federal and state statutes.

Subsequendly, Senate Bill No. 689 (Act 705) of the 2004 Regular Session of the Louisiana Legislature
provides each year the department shall provide a written and public report to the legislature and the
governor thirty days prior to the regular legislative session.  The report shall cover: ()The cost of
administering the preferred drug list, including the cost of administering the prior authorization function,
the coses of development and maintenance of the preferred drug list and aggregate funds, returned to the
federal government related to pharmaceutical rebates; and (i) An analysis of the udlization trends for
medical services provided by the state and any correlation to the preferred drug list (Appendix 1).

Act 177 of the 2005 Regular Session further amended the PDL/PA process. R.S.46:153.3(C) added
atypical antipsychotic drug class and the immunomodulator and hepatitis C — specific antiviral drug class
and required DHH to include data from these classes with the data collected on all drug classes reviewed
on the Medicaid PDL for the annual report to the Legislature and Governor (Appendix 2).

The program is administered by the Medicaid Pharmacy Benefits Management section of DHH utilizing
the services of three contractors: Molina (formerly Unisys; the University of Louisiana at Monroe (ULM),
School of Pharmacy; and Provider Synergics. The PDL/PA process and supplemental rebate system are
now fully operational.

Fach prior authorization is given for a specific drug for a specific recipient for a specific period of time.
In accordance with state and federal statuces, requests must be acted upon within 24 hours.  Also, a
minimum of a 72-hour supply of a medication may be obtained without prior authorization in emergency
situations.

In SFY 2010, ULM processed approximately an average 17,079 prior authorization requests monthly.
Listings of those drugs which receive prior authorization requests are included in the Preferred Drug List
(PDL)/Prior Authorization (PA) list at www.lamedicaid.com and Appendix 3 of this report.

The state received $45,635,734 in supplemental rebates in SFY 2009 and approximately $42,740,235 in
SEY 2010. The last quarter of SFY supplemental rebates were impacted by the Patient Protection and
Affordable Care Act (PPACA), P.L. 111-148, and the Health Care and Education Reconciliation Act of
2010 (HCERA), P.L. 111-152, which were enacted on March 30, 2010. Section 2501 of PPACA and
section 1206 of HCILRA include changes to certain Medicaid drug rebate provisions, cffective first quarter
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2010. Several of these changes impact the Unit Rebate Amount (URA) caleulation for all drugs covered
under the Medicaid Drug Rebate Program. As a result of this legislation Provider Synergies has not
provided projections for program savings for SFY 2011 resuliing from market shift and supplemental
rebates. More detailed information regarding the PDI., Federal legislation and the financial methodology is
available in the body of the report and in the Lonisiana Medicaid PDI. Program Qurerview and Results, 1 ‘ebriary
1, 2011 repore available at hup://www.dhh.louisiana.oov r"nl'ﬁ{rcs;’pul')iiczuiuns.nsp?lZ): L34&Derail=3373,

The foregoing is presented as a brief overview. The following is the report with appropriate appendices.
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ITS MANAGEMENT PROGRAM

Background

Prior to 2001 Louisiana had an open formulary law which required Medicaid reimbursement of all FDDA
approved legend drugs, with a few exemptions. The law also prohibited the use of prior or post -
authorizations in the pharmacy program. These laws restricted Louisiana’s use of management tools
available to other states to control costs.

Act 395 of the 2001 Regular Session of the Louisiana Legislature amended R.S.46:153.3 (B)(2)(a) and
climinated the prohibition of utilizing a preseription prior authorization process within the Louisiana
Medicaid Program. The law authorizes the Department of Health and Hospitals (IDHH) to “...establish a
drug formulary that utilizes a prior approval process or any other process or combination of processes
that prove to be cost-effective in the medical assistance program....”

Other provisions of Act 395 and R.S. 46:153.3 are:
® Permits DHH (o center into contracrual arrangements to perform the prior approval (PA)
functions with a school of medicine, a college of pharmacy, the fiscal intermediary for the
Medicaid program, or such other qualified contractors that it deems appropriate, within the scope
of the PA mandated provisions of federal law.

® Mandates a maximum 24-hour response time on requests.

® Requires that a 72-hour supply of a medication may be obtained without a prior authorization in
emergency sitnations, :

® Creates a Pharmaccutical and Therapeutics Committee comprised of 21 members who are
appointed by the Governor and confirmed by the Senate. The list of members can be found at
www.legis.state.la.us /boards/boardsearch.asp (Medicaid and Pharmaccutical and Therapeutics
Committee,

Subsequently, Senate Bill No. 689 (Act No. 705) of the 2004 Regular Session was passed requesting
additional information be reported to the Legislature and the Governor 30 days prior to the regular
legislative session (Appendix 1). Specifically, the report shall cover: 1) The cost of administering the
preferred drug list, including the cost of administering the prior authorization function, the costs of
development and maintenance of the preferred drug list and aggregate funds, returned to the federal
government related to pharmaceutical rebates; and 2) An analysis of the utilizadon trends for medical
services provided by the state and any correlation to the PDI,

Act 177 (HB 369) of the 2005 Regular Session and Act 107 (HB 680) of the 2007 Regular Session further
amended the PDL/PA process (Appendix 2. R.S$.46:153.3(C) added atypical antipsychotic drug class
and the immunomodulator and hepatitis C — specific antiviral drug class and required DHH to include
data from these classes with the data collected on all drug classes reviewed on the Medicaid preferred drug
list for the annual report to the legislature and governor.
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Program Implementation and Operations

On June 10, 2002 DHH implemented a PDL wich a PA process and a Supplemental Drug Rebate
program through a phased-in approach, The PDL/PA process and accompanying supplemental rebate
feature were implemented meeting all applicable federal and state statutes,

The program is administered by the Medicaid Pharmacy Bencfits Management section of DHH and
utilizes the services of three contractors: Molina (formerly Unisys); the University of Louisiana at Monroc
(ULM), School of Pharmacy; and Provider Synergics. Services provided by the contractors include:
* Molina (formerly Unisys), the Medicaid fiscal intermediary
- Technology equipment purchase/installation (with ULM) to support the program
- Application modifications to the current Medicaid Management Information System
(MMIS)

= Design and implement Wide Area Network (WAN) for ULM

- Creation and support of new web-based pharmacy PA software

- Implementation of data research applications

- Design, install and support a data warchouse

= SAS training for ULM research analysts

- Training on Pharmacy PA System (DHH and ULM staff)

- Training prescribers and providers on the PA process

= Mainnin and support PDL/PA and supplemental rebate systems and operations

* University of Louisiana at Monroe (ULM) School of Pharmacy
- Provide space, staff, and computers
- Operate pharmacist-staffed PA desk
- Provide physician consultations
- Serve as consultants on the Preferred Drug List and Prior Authorization program
- Perform DHH directed data analysis and outcome studies

® Provider Synergies
- Sccure clinical and costing data for drugs in selected therapeutic classes
- Perform clinical and economic analysis of manufacturer data
- Negotiate state supplemental rebates with manufacturers
= Prepare therapeutic class monographs for Pharmaceutical and Therapeutics Committee
deliberations
- Present clinical and costing data to the Pharmaceutical and Therapeutics Committee

The PDL/PA process and supplemental rebate system are now fully operational.  Each prior
authorization is given for a specific drug for a specific recipient for a specific period of time. In
accordance with state and federal sattes, requests must be acted upon within 24 hours. Also, a
minimum of a 72-hour supply of a medication may be obtained without prior authorization in emergency
situations.

Under the provisions of R.8.46:153.3 (D), the Louisiana Medicaid Pharmaceutical and Therapeutics
Committee was established and began meeting in August 2001, The Committee, comprised of 2]
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members, including physicians and pharmacists, has met quarterly and is responsible for developing the
preferred drug list (PDL) in conjunction wich the PA process. The Committee reviews clinical and cost
data on various therapeutic classes of drugs for recommendation to DHH for inclusion on the PDL or for
review through the prior authorization process.

The PDL is updated bi-annually upon DHH’s approval of the Committee’s recommendations. The PDI.
is mailed to prescribers and  pharmacists quarterly and is also available on the web  at
www.lamedicaid.com.

PDL/PA and Supplemental Rebate Impact

The Louisiana DHH contracts with Provider Synergics to negotiate state supplemental rebates with drug
manufacturers for the state. Based on these negotiations the state received 345,635,734 in supplemental
rebates in SIFY 2009 and $42,740,235 in SFY 2010. More detailed information is available in Table 1.1.

Savings for the first three quarters of FY 2010 were approximately $38.6 million. At this time it is not
possible to finalize total year end savings for FY2010. As mentioned previously, Federal legislation was
implemented changing how rebates are caleulated.  “The Patient Protection and Affordable Care Act
(PPACA), P1.. 111-148, and the Health Care and Education Reconciliation Act of 2010 (HCERA), P
I11-152, were enacted on March 30, 2010, Section 2501 of PPACA and section 1206 of HCERA include
changes to certain Medicaid drug rebate provisions, cffective first quarter 2010. Several of these changes
impact the Unit Rebate Amount (URA) caleulation for all drugs covered under the Medicaid Drug Rebate
Program.

Provisions of this Statute increased rebate percentages for covered outpatient drugs (from 15% 1o 23.1%
of the Average Manufacturer Price for brand name products and from 11% to 13% of the Average
Manufacturer Price for generic drugs), dispensed to Medicaid patients and established the rebate offset
associated with the increase in the rebate percentages. Under the previous statute, states sent the Federal
government a portion equal to the share of Medicaid funding the federal government paid. Under the
new law, the federal government keeps 100 percent of the rebate, the offsct, that falls within the previous
range o the new statutory level. Any rebates above 23.1% will continue to be shared.

Currendy, CMS is enhancing their systems to accommodate these changes.  As a result, unit rebate
amounts of zeroes have been submitred to states for invoicing while drug manufacturers are required to
calculate their unit rebate amounts and remit their payment in accordance with the ACA. This means that
states are collecting the increased rebate amounts which are due on behalf of the Federal government.

[n the September 28, 2010 CMS letter (SMDL#10-019), states were issued guidance on the federal
government’s in calculating their estimated “offset” amounts. CMS will determine the “offset” amount on
a quarterly basis for the states and it will be populated on the CMS-64.

CMS has created a phased in process for the offset amounts until August 2011 when the quarterly rebate
offset amounts will be available for the current quarter along with the reconciliation of the prior quarters
back to January 1, 2010,

More detailed information regarding the PDL, Federal legislation and the financial methodology is
available in the 2011 I egislatire Report o SB 689 and HB369 at
htep://www.dhh louisiana.gov /offices /publications.asp?ID=134&Derail=3373.
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Table 1.1
PDL/PA AND SUPPLEMENTAL REBATE PROGRAM SAVINGS

PROGRAM SAVINGS'
SFY 2009 SFY 2010 SFY 2011
$37,316,515 $38,625,704% S0k
" SUPPLEMENTAL REBATE
SFY 2009 SFY 2010 SFY 2011%#%
845,635,734 $42,740,235 $20,897,388
FEDERAL
71.60% 68.53% 64.61%
$32,675,186 $29,289,883 $13,501,802
STATE
28.40% 31.47% 35.39%
$12,960,548 $13,450,352 87,395,586

* Savings for the first three quarters of FY 2010, Fourth quarter not reported due to changes as a result of the Patient
Protection and Affordable Care Act (PPACA), P.L. 111-148, and the Health Care and Education Reconciliation Act of
2010 (HCERA), P.L. 111-152, which were enacted on March 30, 2010.

*k Savings will be realized, however projections could not provided duc to zeroes reported as a result of the Patient
Protection and Affordable Care Act (PPACA), P.L. 111-148, and the Health Care and Education Reconciliation Act of
2010 (HCERA), P.L. 111-152, which were enacted on March 30, 2010,

*REYTD (7/1/2010 - 12/31/2010)

Cost of Prior Authorization (PA) Operations

The Medicaid Pharmacy Benefits Management program utilizes the services of the University of Louisiana
at Monroe (ULM) School of Pharmacy, and Provider Synergies for PA operadons.  Costs for the
contractors’ services are found in Table 1.2,

ULN receives and processes all requests.  Listings of those drugs which receive prior authorization
requests are available at www.lamedicaid.com and included in Appendix 3 of this report. Fach prior
authorization is given for a specific drug for a specific recipient for a specific period of time.  In
accordance with state and federal statutes, requests must be acted upon within 24 hours. Provisions are in
place whereby an emergency override is allowed for a minimum of a 72-hour supply of medicine. During
the most recent two quarters the program has averaged approximately 1,242 emergency overrides,
Detailed Emergency Override Report is in Table 1.3, ULM processed approximately 204,951 prior
authorizadon transactions in SFY 2010 and approximately 121,019 in SFY 2011 (as of 12/31/10).
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» Molina (formetly: Unisys)

. Provider

| Synergies

DI

LULM*

: Unisys

| Provider

 Synergies

| DHI

Ui

| Pharmacy (PA)

| Baseline costs

15" of salaries

TOTAL
COSTS

. __: Pharmacy (PA)

15% of salaries

TOTAL
COSTS

Table 1.2
PDL/PA AND SUPPLEMENTAL REBATE CONTRACT COSTS

Cost
3605,296

$649.992

$139,701

$1,738,015

$3,133,004

Cost
$2860,192

S324,996

$76,015

$869,405

$1,556,608

2010
50%
FFederal Share

$302,648

$324.996

$69,850

75%*
S431,504

$1,131,998

2011

50%

State Share

$302,648

$324,996

S69,850

25%%*
$1,303,511

$2,001,006

YTD (7/01/10 thru 12/31/10)

50%
Federal Share

S$143,096

$162,498

$38,008

75% *
$652,054

$995,655

50%

State Share

$143,096

$162,498

$38,008

25% *
$217,351

$560,953
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Table 1.3’
PA Emergency Override Report (Based on RX-M-025, Error Code 487)

Quarter Number of PA QOverrides
October = December 2010 1,215
July = Seprember 2010 1,268
April - June 2010 1,420
January — March 2010 1,748
October — December 2009 643
July — September 2009 787
April — June 2009 91
January — March 2009 1,051
Ocrober — December 2008 880
July = Seprember 2008 561
April = June 2008 1,027
January — NMarch 2008 1,008
October — December 2007 921
July = Seprember 2007 801
April - June 2007 1,002
January — March 2007 1,082
Ocrober — December 2006 867
July — Seprember 2006 690
April - June 2006 809
January — March 2006 931
*¥Qcrober = December 2005 4,923
¥July — Seprember 2003 887
April - June 2005 606(0)
January — March 2005 696
October — December 2004 842
July — Seprember 2004 947
April = June 2004 1,167
January — March 2004 1,327
Ocrober — December 2003 1,353
July — September 2003 1;337
April = June 2003 988
January — March 2003 667
QOcrober — December 2002 514
July = Seprember 2002 160

*Prior authorization denial edit temporarily removed due to Hurricane Katrina and Rita,

Analysis of the Utilization Trends for Medical Services and the Preferred Drug List

The Louisiana DHH derives savings from the preferred drug lise through supplemental rebates and
market shift savings. An analysis of the utilization trends for medical services provided by the state and
any correlation to the preferred drug list is provided in the Lonisiana Medicaid Preferred Drug 14st (PDI)
Program Overview and Results February / 2011 Provider Synergies report
at. hup:/ /www.dhh.louisiana.gov /offices /publications.aspr11D = [ 34& Detail =337 .
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CONCLUSION

The Louisiana Department of Health and Hospitals (DHH) Preferred Drug List (PDDL) continuces to be
successful.  The state received $45,635,734 in supplemental rebaces in SIFY 2009 and $42,740,235 in SI'Y
2010. Although, Federal legislation was implemented changing how rebates are calculated, it is anticipated
that the state will continue to realize cost avoidance by continuing to participate in the TOPS progran.
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ENROLLED
Regular Session, 2004 nc‘r N 105
0.
SENATE BILL NO. 689

BY SENATOR JACKSON AND REPRESENTATIVE DURAND

AN ACT
To amend and reenact R.S. 46:153.3(B)(2)(a)(introductory paragraph) and (b) and to enact
R.S. 46:153.3(B)(2)(¢), relative to the medical assistance drug program; to provide
for the utilization of a prior approval process and criteria related thereto; to provide
for rulemaking; to provide for an annual report to the legislature and governor; and
to provide for rclated matters,
Be it enacted by the Legislature of Louisiana:
Section 1. R.S. 46:153.3(B)(2)(a)(introductory paragraph) and (b) are hercby
amended and reenacted and R.S. 46:153.3(B)(2)(¢) is enacled to read as follows:
§153.3.  Medical vendor reimbursements; allowable restrictions; peer-based
prescribing and dispensing practice patterns; Medicaid Drug Program

Committee

B.(1) » * *

(2)(a) The department may establish a drug formmutary list that utilizes a prior
approval process or any other process or combination of processes that prove to be
cost-effective in the medical assistance program. At a minimum any prior approval
process shall meet all of the following criteria:

. * *

(b) The department may enter into contractual arrangements to perform the

prior approval function and the development of the preferred drug list with a
Louisiana school of medicine, a Louisiana school of pharmacy, the fiscal
intermediary for the Medicaid program, or such other qualified contractor that it
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SB NO. 689 ENROLLED
deems appropriate. The department may, at the expiration of any current

1153

(¢} Each year the department shall provide a written and public report to the
legislature and the governor thirty days prior to the regular legislative session. The
report shall cover:

(i) The cost of administering the preferred drug list, including the cost of
administering the prior authorization function, the costs of development and
maintenance of the preferred drug list and aggregate funds, retumned to the federal
government related to pharmaceutical rebates.

(ii) An analysis of the utilization trends for medical services provided by the

state and any correlation to the preferred drug list,

* * *

PRESIDENT OF THE SENATE

SPEAKER OF THE HOUSE OF REPRESENTATIVES

GOVERNOR OF THE STATE OF LOUISIANA

APPROVED:
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ENROLLED
Regular Session, 2005 nl'='|' “ 1"

0.
HOUSE BILL NO. 369

BY REPRESENTATIVES DURAND, SALTER, ALARIO, DORSEY, HAMMETT, AND
KATZ AND SENATORS HINES, BAJOIE, HEITMEIER, AND MOUNT

Prefiled pursuant to Article 111, Section 2(A)(4)(b)(i) of the Constitution of Louisiana,

ANACT
To amend and reenact R.S. 46:153.3(C), relative 1o the medical assistance program; to
remove certain drugs from the exemptions 1o the preferred drug list with prior
approval; and to provide for related matters,
Be it enacted by the Legislature of Louisiana:
Section 1. R.S. 46:153.3(C) is hereby amended and reenacted to read as follows:
§153.3.  Medical vendor reimbursements; allowable restrictions: peer-based
prescribing and dispensing practice patterns; Medicaid Pharmaceutical and
Therapeutics Commitlee
Ll * L]

C(1) ‘T'he department shall not restrict by prior authorization; any anti-
retroviral prescription drug—included—in—certain—therapentic—drug—ctasses—as
prescribed and determined by a prescribing practitioner licensed by the states to be
medically necessary for the treatment and prevention of HIV/AIDS;, and

eI it essotties ; PP

P —— .. fgon hich—shat—t
e horizati oo ftinciode thefolorings

a7 mntiretrovirabmedicationsinchrding Such anti-retroviral prescription

drugs include but are not limited to proteasc inhibitors, non-nucleoside reverse

transcriptase inhibitors, nucleoside reverse transcriptase inhibitors, anti-virals, and

fusion inhibitors prescribed for the treatment of HIV/AIDS.
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HB NO. 369 LLE

(3 The department shall not_restrict by prior _authorization _an

immunomodulator or hepatitis C-specific:
of hepatitis C for a Medicaid recipient that has had 2 prescription for such
immunomodulator or hepatitis C — specific antiviral drug paid for by Medicaid
during the six months prior 1o the effective date of the elass being placed on the

Medicaid preferred drug lis

Section 2. R.S. 46:153.3(C) is hereby amended and reenacted to read as follows:

§153.3.  Medical vendor rcimbursements; allowable restrictions; peer-based
prescribing and dispensing practice patterns; Medicaid Pharmaceutical and
Therapeutics Committee

¥ * *
C.(1) The department shall not restrict by prior authorization, any
prescription drug, included in certain therapewtic drug classes, as prescribed and

determined by a prescribing practitioner licensed by the state, to be medically
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HB NO. 369 ENROLLED
necessary for the treatment and prevention of HIV/AIDS, hepatitis C, and
schizophrenia or mental illness with psychotic symploms.

(2) Therapeutic classes containing prescription drugs which shall be
excluded from any prior authorization provisions shall include the following:

(n)  Anti-retroviral medications, including but not limited to protease
inhibitors, non-nucleoside reverse transcriptase inhibitors, nucleoside reverse
transcriptase inhibitors, anti-virals, and fusion inhibitors prescribed for the treatment
of HIV/AIDS,

(b) Immunomodulators and Hepatitis C-specific antiviral drugs prescribed
for the treatment of hepatitis C.

(¢) Atypical antipsychotic medications prescribed for the treatment of
schizophrenia or mental illness with psychotic symptoms.

Scction 3. Section 1 of this Act shall cease to be efective on June 30, 2007. Section
2 of this Act shall become effective June 30, 2007.

Section 4. This Act shall become eflective upon signature by the governor or, if not
signed by the governor, upon expiration of the time for bills to become law without signature
by the governor. as provided by Article 111, Section 18 of the Constitution of Louisiana. 1{
vetoed by the governor and subsequently approved by the legislature, this Act shall become

effective on the day following such approval,

SPEAKER OF THE HOUSE OF REPRESENTATIVES

PRESIDENT OF THE SENATE

GOVERNOR OF THE STATE OF LOUISIANA

APPROVED:
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